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Submitter: Gambro Renil, Products
10810 West Collins Avenuec
Laeod Colorado 802 I

Contact: I homas IA. Dowel LMainagr, Rcgn lator Atfhims

Phonle: 303-23 1-4094
Fax. 303,-542-51 38

Date prepared: .June 6, 200.5

Device lname: Ginnbro Folxfl ux 611 Capillary Dialb zer

Cornmon namic: Hlemodia lvzer / Fillte

Classiflication name: Highf Permeabi lity Ilemod ialyis Systemi Accessory (876.5860)

Predicate IDevices:

Poly~flux 1401,1. 1701 1, 21. OH1 flemodialyzer /Filter .K030592

IO HGF1 Hemodlialvirer Filter K904566

IDevice Description:

[he Gaminbo PolvfIlitx 61] CnpilI Iry Dialvzers/Filters, labeled fbr single use, hi ae the sn me design matelin I
in tended use and funct ion as other he mod itt I ers I I1 hiers curremntl marketed inI thle I inited Slnates

I hJese klcv, ice is intended for uise inl Iemodia I sis, hiemod tafitr int ion "It d hem ol'iltrat on ior thep trCal et a o acllit
aind chronic. renal fiailitre.

'ons icerm11 h lood flow, body weight anod exaracor porenIl hilood voltume. Ftic lPok flux 611I is Intended for occai jtic
indicat ion. File membrane usied inl ft is dlevi cc is at blend of pol varylethe rsult11ne (PAFS).-I P\T :Iud l'olvamide,
which is iden tical to the membrane used inl I le G~ambleo Pol flit x H sinlgle us~c Itenod ialtzer c cared un dcr
s I0(K) Notification (KC)30592) and the PoivfluJX 1- dialvzers cleared Under z;I 0(k) Notificationt (KG (J0985.

BlSoodl cit ts aI blood in let port where it is (listl ributed ito thle [ml low fibhers Ii ce patient's blood traverses the
in side ol tihe ho Ilow\ fibets and exits the dcv icc vi ti hI bood exi i port l3x tita us of a hyvdro stat ic pressure or
ransmem brane pressure whiich is c rented b\ it cornbin at ton of posit x e anid ncg-Iat ive pressures acresx .tile

membrane, plasma water along \wit certain lower antid middle mlolecular wecight solutes pass through IIhe
mnembran ai n d into lie di alysate or fi Itrate c~ompnrrnmn t of the dev ice. k, rem ie toxins and Waste p rod tic s are
eremoved Iron t ie patierlfls blood In this dcx icc bN Imcitns ol botll dithilsion antid ~onvect iott thlotwmi i

[Ienthrauc and1 II I!tO I th countercurIrIenlt flk I\\ inn dinix s )I. soluteII~I I I n ur 1wt modit~iil ~Is. lIe ti~il~v>t, eit, II Z
<icvices~ ~ ~i da 4 sitte out1 J~let rt~



"GAMBRO Renal Products

Indications For Use:

Ilhe Pol vilux 611 is intended for chronic and acute applications in hemodialv sis, hemodiafiltration and

hemorfiltration on small patients i ncluding pediatrie indications. considering blood flow, hody wveigutt and

extracorporeal blood Vo time.

Teclnological Characteristics:

The proposed device configurations have the same technological characterislics antd arc similar in design.

function. composition. and operation, to the cumrenly marketed configurations

Summary of Non-Clinical Tesls:

N/A

Summarv of Chinical Tests:

N /A

Conclusion:

Testing performed on the Gambro Polvfi ux Dialyzers/ Filters indicates that they are salt, cffective and portion

as well as the predicate devices, when used in accordance with the instructions for use.



'7• ~ ~DEPARTNlENT OF 1 'EALTIH & IU/VtAN SERVICES Public Health Service

food and Drug Administration
9200 Corporate Boulevard
Dlockvil(e MD 20850DEC 9 2005

Mr. Thomas B. Dowell
Regulatory Project Manager
Gambro Renal Products
10810 W. Collins Avenue
LAKEWOOD CO 80215

Re: K051520
Trade/Device Name: Polyfulx 6H Capillary Dialyzer / Filter - Pediatric Labeling
Regulation Number: 21 CFR §876.5860
Regulation Name: High permeability hemodialysis system
Regulatory Class: II
Product Code: KDI
Dated: November 29, 2005
Received: December 2, 2005

Dear Mr. Dowell:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device referenced

above and have determined the device is substantially equivalent (for the indications for use stated in
the enclosure) to legally marketed predicate devices marketed in interstate commerce prior to
May 28, 1976, the enactment date of the Medical Device Amendments, or to devices that have been
reclassified in accordance with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that
do not require approval of a premarket approval application (PMA). You may, therefore, market the
device, subject to the general controls provisions of the Act. The general controls provisions of the Act
include requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class [I (Special Controls) or class III (Premarket
Approval), it may be subject to such additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that
FDA has made a determination that your device complies with other requirements of the Act or any
Federal statutes and regulations administered by other Federal agencies. You must comply with all the
Act's requirements, including, but not limited to registration and listing (21 CFR Part 807); labeling
(21 CFR Part 801); good manufacturing practice requirements as set forth in the quality systems (QS)
regulation (21 CFR Part 820); and if applicable, the electronic product radiation control provisions
(Sections 531-542 of the Act), 21 CFR 1000- 1050.



This letter will allow you to begin marketing your device as described in your Section 510(k)

premarket notification. The FDA finding of substantial equivalence of your device to a legally

marketed predicate device results in a classification fbr your device and thlus, permits yoUI device to

proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please

contact the Office of Compliance at one of the following numbers, based on the regulation number at

the top of this letter:

21 CFR 876.xxxx (Gastroenterology/Renal/Urology) 240-276-0115

21 CFR 884.xxxx (Obstetrics/Gynecology) 240-276-0115

21 CFR 892.xxxx (Radiology) 240-276-0120

Other 240-276-0100

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR

807.97). You may obtain other general information on your responsibilities under the Act from the

Division of Small Manufacturers, International and Consumer Assistance at its toll-free number (800)

638-2041 or (301) 443-6597 or at its Internet address
http:ww .fda.~ov/cdrh/industrv/suppo /index~htnl.

Sincerely yours,

Nancy C. Brogdon
Director, Division of Reproductive,
Abdominal, and Radiological Devices

Office of Device Evaluation
Center for Devices and Radiological IHealth

Enclosure



t1GAMBRO Renal Products

Indications for Use Statement

510(k) number:
(if known) K051S20

Device Name: Polyflux 611 Capillary Dialyzer / Filter - Pediatic Labeling

Indications for Use: The Polyflux 611 is intended for chronic and acute applications in
hemodialysis, hemodiafiltration and hemofiltration on small patients
including pediatric indications, considering blood flow, body weight and
extracorporeal blood volume

Prescription Use X_ AND / OR Over-The-Counter Use
(Per 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division Si~n-0ff 0 K(
Division of Reproductive, Abdominal, and
Radiological Devices
510(k) Number ___ _/__o
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